ABSTRACT
INTRODUCTION
Prior to devising this questionnaire we were only aware of one other such ISO 15189 (1) directed audit questionnaire viz that designed by the Singapore Accreditation Council (SAC) (2) . Their questionnaire has the disadvantage that it goes through ISO 15189 in exact clause by clause order and reexpresses every statement within the clause as a question.
A similar approach has been taken by the Australian National Pathology Accreditation Advisory Council (NPAAC) in their document on Quality Management in Medical Laboratories (3) . Two examples illustrate this point:
Text of Clause 4.3.2 as it appears in ISO 15189:-(c) only currently authorised versions of appropriate documents are available for active use at relevant locations, (d) documents are periodically reviewed, revised when necessary, and approved by authorised personnel, (e) invalid or obsolete documents are promptly removed from all points of use, or otherwise assured against inadvertent use.
The questions raised by the SAC that correspond to these clauses are: Are procedures adopted to ensure that:-(c) current authorised versions of appropriate documents are available at all appropriate locations? (d) Documents periodically reviewed, revised where necessary and approved by authorised personnel? (e) Invalid or obsolete documents are promptly removed from all points of issue or use?
The NPAAC document (2) poses two questions to cover these three points:-(1) Does the laboratory ensure that only currently authorised versions are available for active use at relevant locations? (2) Does the laboratory ensure that documents are periodically reviewed and revised when necessary and that these revisions are approved by authorised personnel?
In our questionnaire we pose eleven "practical" questions on document control: 1.
How often do you review your documents? 2.
How many documents are due for review? 3.
Show me an example of an old version of a document and a new version of the same document? 4.
Where are your Procedures Manuals? 5.
Are they easily accessible for staff access? 6.
Is it clear who wrote the documentation? 7.
How do staff know that they are using the most current version of the document? 8.
What do you do with your superseded documents? 9.
Do you allow handwritten amendments to your documents? 10. How would you find out if a member of your staff has made a handwritten amendment? 11.
Do all your documents show the page number total page numbers and a version date or number? In this way we ensured that what we regarded as a somewhat "artificial" split of quality systems from technical requirements that is imposed by the Standard, did not similarly impose an artificial split into our questionnaire structure.
MATERIALS AND METHODS
Out of this work two questionnaires have emerged -the one described in this work and another one that is directed primarily towards Bench Staff responsible for performing laboratory procedures.
RESULTS
These are presented in two parts. The first part presents which of the ISO 15189 clauses were assigned to the four activity group headings defined under Methods ( Table 1 ). The second part is the full questionnaire.
Assignments of Clauses to Activity Group Headings:
i. Where are your Procedure manuals? 5.
How does staff know that they are using the most current version of the document? 8.
What 
DISCUSSION
This approach has proved to be a success for all parties concerned with the internal audit process. An unexpected finding has been that because the questionnaire was issued to Technical Managers before the audit many of them took the opportunity to gather the documentation and records in anticipation of the audit. This also speeded up the process of auditing. Technical Auditors have welcomed the innovation as it makes better use of their time and the audit remains relevant to their roles and responsibilities in the laboratory. We envisage applying this audit to every diagnostic pathology discipline in our organization on an annual basis.
